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eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 24 August 2009 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Clalm(s) 13-27 is/are pending in the application. 
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5) 0 Claim(s) is/are allowed. 

6) |EI Claim(s) 13-24 is/are rejected. 

7) n Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

The Office Action is in response to tlie Applicant's reply filed August 24, 2009 to 
the restriction requirement made on July 20, 2009. 

Applicant's election of Group I claims 13-24 with traverse is acknowledged. The 
traversal is on the ground(s) that the inventions are closely related, and would most 
efficiently be examined In a single application is not persuasive 

In response. Examiner respectfully reiterates in "a group of inventions claimed in 
an international application unity of invention exists only when there is a technical 
relationship among the claimed inventions involving one or more of the same or 
corresponding special technical features. The expression "special technical features" is 
defined in POT Rule 13.2 as meaning those features that define a contribution which 
each of the inventions, considered as a whole, makes over the prior art. The 
determination is made on the contents of the claims as interpreted in light of the 
description or drawings (if any)." The inventions listed as Groups l-lll do not relate to a 
single general inventive concept under POT Rule 13.1 because, under POT Rule 13.2, 
they lack the same or corresponding special technical features. In the instant case the 
pharmaceutical composition is disclosed by the prior art so there is no novel product as 
claimed, and therefore, there is a lack in unity (US Pat 5,472,979). Applicant's 
arguments are not found persuasive. 

The requirement is still deemed proper and is therefore made FINAL. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl^ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 13-24 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lavielle et al. (US Pat 5,472,979) in view of Tanno et al. (US Pat 61 71 61 6). 

Lavielle et al. teaches the compound of formula (I) its enantiomer or addition salt 
(see claim 1) in 10 g (14.06%), wheat starch and lactose in 110 g (85.9%), talc 
(lubricant) in a tablet formulation (see Example 24). Lavielle teaches salts such as 
sodium salt. The reference further teaches "in general, the unit dosage is graduated 
between 10 and 200 mg for a treatment taken 1 to 3 times per 24 hours." 

Lavielle et al. fails to specifically teach the lactose and starch as a co-dried 
granule, the R configuration, and 5% to 10% by weight of compound A. 

Tanno et al. teaches granulates of lactose and starch useful in tablet formulations 
having adequate hardness and at the same time disintegrates quickly for easy 
absorption. The tablets disintegrate in 1 .7 minutes and have a hardness of 1 .5 kgf (14.7 
Newtons). The solid preparation can contain other additives such as sweetening 
agents. 

The difference between the present claims and prior art is that applicants claim 
the R isomer whereas the prior art discloses the racemate (or any enantiomer). 
However, it is generally known in the art that normally, one of the enantiomers of a 
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racemate would possess a disproportionate amount of the desired biological activity. 
This would motivate one of ordinary skill to isolate the separate enantiomers in order to 
determine which of the two is most effective for the desired purpose. In addition, the 
isomer/enantiomer of a racemate is prima facie obvious. In re Adamson, 125 USPQ 
233(1960). 

The determination of optimal or workable percentage by weight of compound A 
and disintegration rate by routine experimentation is obvious absent showing of 
criticality of the claimed percentage or rate. One having ordinary skill in the art would 
have been motivated to do this because Lavielle teaches "in general, the unit dosage Is 
graduated between 10 and 200 mg for a treatment taken 1 to 3 times per 24 hours" and 
Tanno et al. teaches modifying granulate hardness changes disintegration rate. The 
percentage by weight of compound A and rate is deemed to be manipulatable 
parameters practiced by an artisan to obtain the best possible pharmaceutical results. 

Claim 23 are product by process claims. It is well settled in patent law that 
product-by-process claims are not limited to the manipulations of the recited steps, only 
the structure implied by the steps. See MPEP § 21 23. The court in In re Thorpe held, 
"even though product-by-process claims are limited by and defined by the process, 
determination of patentability Is based on the product itself. The patentability of a 
product does not depend on its method of production. If the product in the product-by- 
process claim is the same as or obvious from a product of the prior art, the claim is 
unpatentable even though the prior product was made by a different process." See 777 
F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985). In this case, the method of 
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making the composition as claimed does not render structural limitations to the claimed 
composition. Thus, the processes are not given patentable weight. In claim 23, the 
tablet "is obtained by direct compression" is not given patentable weight. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Layla Soroush whose telephone number is (571)272- 
5008. The examiner can normally be reached on Monday through Friday from 8:30 
a.m. to 5:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan, can be reached on (571 ) 272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/SREENI PADMANABHAN/ 

Supervisory Patent Examiner, Art Unit 1627 



